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DETAILED ACTION 

Status of the Claims 

Claims 1-21 are pending currently. Claims 1-9 and 16-21 are pending and they are the 
subject of this Office Action. Claims 10-15 are withdrawn from consideration because they are 
not directed to the elected species. 

Applicants' arguments, filed on 06 February 2009, have been fully considered and are 
deemed to be persuasive regarding the previous rejections. Rejections and objections not 
reiterated from previous Office Actions arc hereby withdrawn. 

Upon reconsideration of the pending claims, as presented, the following new rejections 
are applied. They constitute the complete set of rejections being applied to the instant 
application presently. 

Claim Rejections - 35 USC § 103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 103 (a) that form 
the basis for the rejections under this section made in this Office action: 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejection set forth in the Office Action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-9 and 16-21 are rejected under 35 U.S.C. 102(a) as being obvious in view of 
Ito, Chihiro, et al, "Pharmacological Studies of Tofiospam," Res. Lab Pharmacol, Mochida 
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Pharm. Co., Ltd., Tokyo, Japan (1981) in view of U.S. Patent No. 6,093,740 [hereinafter referred 
to as "Jirousek et al"]. 

Applicant argues that there is nothing in Ito et al that relates to the observed increase in 
pain threshold to any effect involving inflammation and further, there is nothing in Ito et al that 
teaches or suggests the use of tofiospam for the treatment of an inflammatory disorder of the 
epithelium and no dose information is given by Ito et al either and finally, the present invention 
is distinguishable over the prior art in that the prior art does not meet the terminology 
"substantially free of the corresponding (S)-cnantiomers" as defined by Applicants' 
specification. 

The teachings of Ito et al, as outlined in the Office's Actions of 31 October 2007 and 04 
September 2008 are incorporated herein by reference in their entirety. Ito, et al teach the 
pharmacological effects of tofiospam, both in vivo and in vitro, to include elevation in pain 
thresholds when administered orally (See Abstract). Additionally, it is important to note that the 
claims of the instant invention suggest the same compound as the Ito et al reference. 

Additionally, Ito et al disclose the administration of tofiospam as a treatment of edema 
formation, noting an oral administration of 160 mg/kg having the effect of suppressing 
spontaneous locomotion and administration of more than 300 mg/kg significantly inhibiting 
acetic acid-induced stretching. Additionally, there was a significant increase observed in the 
pain threshold when in excess of 1000 mg/kg was administered (Page 587, Nos. 1 and 2 of 
Summary). Ito et al also discloses the intravenous administration of 3 mg/kg of tofiospam 
having a hypotensive effect and also exerting a relaxing action of isolated smooth muscular 
organs and antagonistic action to acetylcholine, histamine, barium chloride and nicotine (Page 
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587, Nos. 3 and 4 of Summary). In giving the claims their broadest reasonable interpretation, the 
"about language" in Applicants' claims brings them within the purview of the dosages prescribed 
by Ito et al. 

Jirousek et al disclose the administration of a compound to treat dermal edema and that 
the same may be administered orally and/or topically (Abstract and Col. 8, lines 49-67). Jirousek 
et al also disclose that dermal edema is characterized by an accumulation of fluid extractive from 
vascular space into dermal interstitial space which could form blister formation (Col. 7, lines 6- 
10) and that the same is a major feature of a number of skin disorders including certain bacterial 
and viral infections, allergic skins disorders and dermatitis (Col. 7, lines 4-23). 

One of ordinary skill in the art would be motivated to modify the teachings in Ito et al by 
the teachings in Jirousek et al to arrive at the instant invention, because of the overlapping 
subject matter shared by both references. Notably, both references are directed in one matter or 
another to the treatment of an inflammatory disorder. 

In light of the foregoing, it would have been prima facie obvious to one of ordinary skill 
in the art at the time the invention was made to treat an individual inflicted with an inflammatory 
disorder of epithelial tissue by administering to them tofiospam. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alicia Hughes whose telephone number is 571-272-6026. The 
examiner can normally be reached from 9:00 AM to 5:00 PM, Monday through Friday. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, can be reached at 571-272-0718. The fax number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR of Public PAIR. Status information for unpublished 

applications is available through Public PAIR only. For information about the PAIR system, see 

http ://pair-direct-uspto . gov . Should you have questions on access to the Private PAIR system, 

contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 

assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Alicia R. Hughes/ 

Examiner, Art Unit 1614 

/Raymond J Henley III/ 
Primary Examiner, Art Unit 1614 



